
ARTJEN COMPLEXUS INC. 

January 5,200s 

Office of Nutritional Products 
Labeling and Dietary Supplements (HFS-820) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 
Attention: Victoria Lutwak 

Re: ArtJen’s New Die&q lagredient Notrfication for u-cyclodextrin 
Dated December 1,2004 

Dear Dr. Levy: 

Further to the above referenced submission we would like to offer this addendum. 
Please find attached an original and two copies of a response from the Department of 
Health and Human Services Food and Drug Administration to Diane McCall, acting on 
behalf of Wacker Biochemical Corporation, regarding Wacker’s GRAS notification for a- 
cyclodextrin. It is this same material that our above referenced Not@ation pertains to. As 
the Department of Health and Human Services Food and Drug Administration has no 
questions at this time regarding Wacke& conclusion that alpha-phakxttin is GRAS unh the intended 
conditions of use., we feel that this is strong support for our conclusions that a-cyclodextrin is 
safe for human consumption as a dietary supplement to, at least, our recommended levels of 
six grams per day. Please note that Wacker’s conclusions are that a-cyclodextrk is GRAS as 
a food additive to approximately three times our suggested level. 

We would appreciate your kind consideration of this document as part of our 
Not$%ation. 

Thank you and we look forward to a positive response from your office. 

Sincerely, 

Joseph D. Artiss, Ph.D., FACB 
Vice President 

510 WESTCOURT PLACE l 251 GOYEAU STREET l WINDSOR l ON l N9E 2T2 
PHONE: 519-919-0814 l FAX: 519-966-8901 
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